
DEPARTMENT OF HEALTH AND HUMAkj SERVICE-S 
Food and Drug AdminEstnrtlon 

1. Check ail appkable boxas aml typa or print the 
requested information. 

2. Submit an originat and tbur (4) copies. 4. Entardockafnum 
I. NAME DF COIM’ANY 

Sidrm Services Inc. 
2. ADDRESS OF COMPANY (h&d% UP CtWe)@f’P.O. Box is us&, it?dM 8&a! s&e&t t#d&msalsi?~~ 

4000 N. 30* Ave. Ho11 

A-305), Food and 
IMa 2w?c2. 

a. LIST NAME AND/OR IWODEL NUMBER(Sf 
LFi Infinity 2000 40 Watt YAG, S%rb 9 

b. PRODUCT FOR WHICH A VARiANCE IS R&QUEsrED 
5 A laser display davicat 
5 A projactor for a law k&&t show 
~Alasartightshow 
q Offw @ W W ,I 

c. f3 PROJECTOR3 ARE iNTENDED FOR @ ‘kLE, LEASE, OR LOAN TO 
OTHER LASER UGHT SHOW PRODt&ERS 

cf. PRODUCT Is INENDED FOR USE IN A 
@  Planetarium or other dome projection structure 
5 Theater 
IE3 Hot&/motel bailroom or meeting room 
5 Store diipkys 
5 Trade show or convention 
@  Diiw or night dub 
IZl Pavilion 
&jndoor arena 
ha”putdoor arena 
5 Musaum 
a Outdoor unenclosed area 
D other C&ec$H 

s. PRODUCT IS MENDED TO BE USED 
0 At only one (F&ad) location 
cf At a variety of (7cwr) locations 
5 Other (Specify] unit is for laser shows (rent& unit) 

f. PRODUCT~SI II%33 TO EE USED AT ANY ONEtOCATlON 
q Mor%thari Eideys 
tj Mvrethan 5 bu~~rn~~~an 15days 
5 Less than 5 days 

g. TOUR 1‘s INTEM?ED TQRUN FOR 
U h&m than S’months 
cf 1-O months 

h. PRoBkiCT UTk@ES THE ~~LOWlff~ LASER EFFECTS 

@  ReflecMns from stationary mirrors or mirrored surfaces @aam 

D iwediafivn vf daftng mirror balls, etc. 
n 3cannJna l~~a~an of r&&ii minor bails, etc. 
5 Fiber optic projaMena 

Fog, a r six&taring anhancemant e&c& 
oth%r 

LASER RADIATION LEVELSO. 

YAG 

9. IF ANY LASER RADtATIDN IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AkJR ~~~ FREQUENCY AND AMPt$rUDE 
scanning frequency 0 - 35K scanning amplitude 0 ” 4% 

•j Compii inca with the limits of 21 CFR 1040. t 1 (G) wouM rastrict the intendad use of @a produc% bacawa conqiianca wouM iiiit the Output powar to the 
extant that tha da&ad afktcts would not be Suificientty wisibks 

q Other or additional explanation @pacify) 
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it is proposed to deviate from the provisions of21 CFR IO&l l(c) in that the 
accessible emission limit% spe&f%d in 21 CER 104o.t l(o). 

D  it is proposed to deviate from the provisttna of 21 CFR W4O.l f(c) as fol 

if& %mis&on kvef would exc%cad the 

12. ADVANTAGES TO BE DERIVED FROM SUGH DEVtATtOR 
@  Laser light showa and displays are accepW popuiar m%dtra in %ntertainment and the a&&se of pow%r k&a in %xces$ 

of the limits imposed by 21 CFR io40.1 l(c) ia n tcf achieve th% req a. 
c1 Other or additional advantages &fescr&e end expkrfn) 

a. @  All laser producta, ayst%m%, shows, and projectora will be c%@%d to comply whh 21 CFR tQ4rk 1.0 shd the condition% of this vManc% and wilt b% 
repotted as required by 21 CFR lCW2.W AND loQ2.11 uskng th% ~o~~~g~~ fxov&d for nuch .~%~~~~a~~ 
prior to any introduotlon into commerce. 

b. s Effect!& not epechkatty indicat%d in thtt v8 
variance has been obtained and the fequi 

nttothe 

c. @J Scanning, projectton, or retkrction of Mer and cqllertewl r&W 
not be pem%tted except for diika r%tlections prdducad by 

or other a *WE? UncQntFoned 8Fe8s wiff 
and targ%f screens. 

d. @  Laser radiation l%vels in excess of the limits of &Wr 1 wiii not be permitted at any 
persons ottmr than oparatots, performer& or %m@oy%oa are ~~~ to etaud or 
such persons are permitted to be. Operators, p%rfonnera, and ,emf&y%%s wilt not be requl+ or aBow%d to viewv radi%tton above the &nits of Cktss 
I or be exposed to radiation above the timii sp%cifW in 21 CFR 1040.1 ‘I(c). 

8. q Any product whii refie% on %canning to m%%t acces%, m, OF product c&s flmlts v&l 1~~~ a ~n~~~ safeguard syetem which 
directly senses scanner motion and whkh wR r%act fa%t %nou@h to pr%ctude %xo&&ng the w liilt 

f. Ei31 All laser liiht showe shalt be under the dimct and personal controt of trained, competent op 

(1) f3e an empfoyee of the variance holder who wttt be re ibie for the training and the condud of 

(2) Be located where all beam pathacanbe directly observed-& all t&tee; and 

(3) ImmedWely terminate the emias*&x~ of ltghi show radtatioh in the avent of any un%%tb oondffrr; or, for a&door shows, upon r%queat by any air 
traffic control officiais. 

g. Gj The maximum lasgr projector outpti:pow%r will not %xcead the level required to ntf3e effmts. 

h. @  The projection syst%m li.e., #ie pm@cfof and Bg Mhiw ~~~~~~~h~ ~&If bs securely mounted or immobitized to 
prevent fadhtendecl movement or mbWgnm%nt,  Beam maalong v&l be pruvtded aa an Mhemnt fx& of th% system design to prev%nt overfiliing of 
screens, beam stop, target%, etc. 

I @  Laser projectors will not be delivemdto any 
they have a variance in effect at th% time of 

until the reclpllnt demonstratea that 
sucft projector(s). 

J •I In addition to the requir%menta of 21 CFR, 1040.10(h), 
bomw the equipment, adequate useN inritruct~ons fo 

,feass,or 
an 

ind%pend%nt light show manufacturer to submit the r%qufmd reports and apply fbr and obtain a v%riance from 6DRH prior to ‘~t~~~ into 
commerce of any laser tight shows. 

responsible individu 
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(4) The Center far Devices and F+diiimt t&&h, Off&e of Compftanca (HFZ-342), 
initial and dosing dates for f&d ir@at&&r4s and the tttrwr&y for mobtta showaS tn 

, ant& &tt) 2oQt50, Q~@&,J the 

reparted and wxassien numprs cleaily mfwancad, n~~~~~~ 
al1 aspects of each stww have bean 

be $erfOmied in ia#ldent deWi to confirm cxwnpftarirxt wtth the ragut&& and #ts’&wi 
119 of rtaclrshtw and a k&g of att e&&s to 

(2) The Federal Avtation Admtnistratttn (FAA)@ any 
p-noes, @to.). Ifthe FAA obj@s b any la%% 
adhered to. A these cortdRtons cannot be mef, the 

14. REMARKS 

I CERTIFY that all of the above! information and stakman@ ar@ true, compti, and corra& to thp bast of my k~~#e and acknowtedga &at my Vaiiano 
ncemSytx9revokadif ‘or inconed in any mat&at way, f ha\n 
qutrad by 2-l CFR l,W2 iaw@)< I further understand that t may b 
, Cenfel for Devtces and inform&oti as may be nacassaf+ to evatuate arx 
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Public reporting burden for tQis co&xi&m of i~~r~~n is estimated to av .S hours per response, includii the time for 
reviewing instrmtions, searchink exist& data sources, g&the&g and along the data needed, arid cOmpleting revie&ig the 
collection of information. Sendi comments regarding this burden estimate or any other aspect of this collection of inikqnatiou, 
including suggestions for reducipg this burden to: 

Food and Bug Administrkion 
CDRH (HI%-342) 
2094 Gaithw Road 
Rockville, MD 20850 
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